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. WARNING LETTER 

VIA FEDERAL EXPRESS 

Mr. Oliver Leibinger, General Manager 
Georg Leibinger 
Bahnhofstrasse 59 
D-78570 Muhlheim 
Federal Republic of Germany 

Dear Mr. Leibinger: 

We are writing to you because on December 2-5, 2002, an investigator from the Food and 
Drug Administration (FDA) collected information that revealed serious regulatory problems 
involving various models of cranial drills, burrs, trephines, and accessories, manufactured at 
your Georg Leibinger facility located at Bahnhofstrasse 59, D-78570, Muhlheim, Federal 
Republic of Germany. 

Under a United States law, the Federal Food, Drug, and Cosmetic Act (the Act), these 
products are considered medical devices because they are intended for use in diagnosing or 
treatmg a medical condition or to affect the structure or function of the body (Section 20 1 (h) 
of the Act, 2 1 U.S.C. 3 32 1 (h)). 

The Act requires that manufacturers of medical devices obtain marketing clearance for 
their devices from FDA before they may offer them for sale. This helps protect the 
public health by ensuring that new medical devices are shown to be either safe and 
effective or substantially equivalent to other devices already legally marketed in this 
country. 

Our records do not show that your firm obtained marketing clearance before it began 
offering your devices for sale. The kind of information your firm needs to submit in 
order to obtain this clearance is described in the enclosed material entitled “Premarket 
Notification 5 IO(k) Regulatory Requirements for Medical Devices.” The FDA will 
evaluate this information and decide whether your devices may be legally marketed in the 
United States. 

Because your firm does not have marketing clearance from FDA, marketing cranial drills, 
burrs, trephines, and accessories is a violation of the Act. The devices are adulterated under 



Sccrlon 501(f)(l)(B) (21 U.S.C. 9 351(1)(I)(B)) and mlsbmnded under Section 502(o) (21 
U.S.C. 6 352(o)) ofrhc Acl The dev~ccs are ;iriuIrerared drr !he Act because your firm 
did nor obtain premarkeT spprwzil based on inforrnxion devc1oprt.i by your firn?.rhat shows 
the devxes arc safe and effecrlve: The devices are rnisbr;lnded under the Acr because your 
firm did nor submit information rhilr shows iW devices are subaLann;rlly equivalenr to other 
devxcs that iire legally marker& 

The above-staled inspection revealed rhat the merhods used in, or rht facilities or conrrojr 
used for, the manufacture, packing, storage, or lnsrallation of these devices arc not in 
conformance wirh the Quality System (QS) Regulation, as specified in Tirle 2 1, Code &’ 
Federal Regulations (CFR), Parr 820. These deviations from the QS Regulation cause your 
dewccs 10 br rldulterated within rhz meaning of scc\rion 501 (II) of rhc: Acr (2 1 U.S.C 9 
35 l(h)). Significant deviations mclude, but are nor hmircd to the following 

a. Failure ro assure LhaL when compurers or ;iutomaIed data processing systems are &d zl?i 
prirt of production or the quality sysrem, computer sofrware shall be validared for 
JIS inrended use scc:urdmg 10 an establish qulred in 21 CFR 820.70(i). 
For example: (I ) The sofrwarc program, hat controls ihe automated 
m-dnufxruting processes, along wlrh rhe ng rquipmenr, ha nor been 
xesrcd IO an rsrahlished prorocol and h 0 assure it is pefformin~ tu 
speclflcarions and user nreds. (2) The ware, that IS being used IO 
mainrain quality sysrern records, buch as device history and change control records, has 
not brrn vtilidared. 

b. Friilure TO documenr accEtpt;mce acuvirles, as required by 21 CFR 820.80(e). These 
records hhrrll include; (I) The acceptance acrlvirles prrfot-med; (2) the dates acceprnncz 
activlries ark’ performed; (3) rhe results; (4) the signarure of the individual(s) conducting 
rhc accepzzince acrivjrles; and (5) where appropriarz, the equipment us&. For exarnplc, 
the Device Hisrory Records do nor Include the acceptance acnvirirs performed and, 
where appropriate, the equrpmenr used to prrform rhe activity, such as snap-on sools and 
handles. 

c. Failure to establish and mamlaln procedures for timshed &vice acceprance 10 ensure 
lhrrf each production run, lor, or bxch of finihhed devrces met% xceprancr criteria, as 
required by 2 I CFX 820.80(d). For example, funcrional Cesung procrdures have not 
been developed rind impiemenred for all devices manufacrured. 

d. Fzulure IO crrrlblirh md rnamTaln procedures for receiving, reviewing, and evaluarmg 
complamrs by a formally designated umr, as required by 2 1 CFR 820.1 %(a). For 
exrlmple. wrirren Medical Devrce Reportm2 (MDR) procedures havr: not been developed 
md implemented. 

This lcrrer ib nor Intended 10 be an vll-inclusive Ilsr: of dcficiencles at your fxll~r);. It is your 
responsiblhry 10 ensure adherence to each rrqlriremenr of The Act and tegularions. The 
specific viula[ions noted in rhis letter and in the Foml FDA 483 ar the ~IOXOUI of rke 
rnspection m;ly be sympromaric of serious underlyin: problems m your firm’s 
manufacturing and quality assurance sysrems. You rirr responslblz for invesuearing and 
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determining the causes of the violations identified by the FDA. If the causes are determined 
to be systems problems, you must promptly initiate permanent corrective actions. 

If you fail to take prompt action to correct these deviations, the FDA may take regulatory 
action without further notice to you. Under Section 801 (a) of the Act, for example, your 
devices could be detained without physical examination upon entry into the United States on 
the grounds that they appear to be adulterated under Section 50 1 (f)(l)(B) and misbranded 
under section 502(o). In addition, United States federal agencies are advised of the issuance 
of all Warning Letters about medical devices so that they may take this information into 
account when considering the award of contracts. Also, no requests for Certificates for 
Products for Export will be approved until the violations related to the subject devices have 
been corrected. 

In order to remove the devices from this detention, it would be necessary for you to obtain 
the required marketing clearance for your devices and to provide a written response to the 
charges in this Warning Letter for our review. As soon as the implementation of your 
corrections has been verified, and you are notified that your corrections are adequate, your 
devices may resume entry into this country. 

It is necessary for you to take action on this matter now. Please let this office know in 
writing within 15 working days from the date you receive this letter, the steps you are taking 
to correct these problems. We also ask that you explain how you plan to prevent these 
deficiencies from occurring again. If you need more time, let us know why and when you 
expect to complete your corrections. If the documentation is not in English, please provide 
an English translation to facilitate our review. Please address your response to: 

Mr. Donald W. Serra, Chief 
Cardiovascular and Neurological Devices Branch, HFZ-34 I 
Division of Enforcement B 
Office of Compliance 
Center for Devices and Radiological Health 
2098 Gaither Road 
Rockville, Maryland 20850 

If you have any questions, please contact the Compliance Officer, Ms. Mary Ann Fitzgerald, 
at 301-594-4648, extension 130, or you may write to her at the address on this letterhead. 

Sincerely yours, 

Timothy A. U&towski 
Director 
Office of Compliance 
Center for Devices and 

Radiological Health 


